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General Comments 



REMARKS 



Examiners Gibbs and Lacourciere are thanked for helpful discussions during the 

February 24, 2004 Interview. During the interview. Applicants discussed the rejection of 

j I 

claims 27-28 under 35 U,S.C, § 112, first paragraph, for alleged lack of written description. 

Because "peanut allergen gene" is co-extensive with ^'Ara h gene,|' Applicants agreed to 

I t 
amend claims 27-28, thereby avoiding the rejection of record- ! 



The 103 art o^ record was also discussed during the intervi! 



lew. 



Applicants explained that there is no motivation to combine Tada 



Specifically, 



et al. with Kleber-Janke et 



al- Moreover, even ifi there were a motivation to combine, the combination of Tada et at. with 

I 

Kleber-Janke et al, would not render the present obvious. Applicants also explained how 
Kleber-Janke et al, teaches away from the present invention by teaching immunotherapeutic 
reagents, hi view of these discussions. Examiner Gibbs agreed to revisit the 103 art of record- 



Status of the Claims 



Claims 1-28 are pending, with elected claims 21-28 under examination. Claim 27- has 
been amended No new matter has been added. 



I 

RejeetiOHS- 35 U.S,C- S 112, first paragraph 



I 



Claims 27-28 are rejected under 35 U.S.C. § 1 12, first paragraph, for alleged lack of 



written description. Specifically, the claims are rejected because tihe specification allegedly 

' i 

does not define "peanut allergen gene." See Office Action, page 3. 

I ! 
t j 

As discussed during the Examiner interview, "peanut allergen gene" is co-extensive 
with "/^ra h gene." Conventionally, peanut allergen genes are deiloted by referring to the 
Latin name for peanul (Ara chis hypogaea\ followed by a number! Accordingly, any peanut 
allereen eene would inherently reference Ara h, and thus, the temi!s are co-extensive. In an 

I* 
eiTon to aavance prosecution, however, present claim 27 recites Ara h gene. Therefore, 

! i 
Applicants respectfully request reconsideration and withdrawal of the rejection. 
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Tada et aL and Kleber-Jankc et al. do not render the present invention unpatentable. 



Claim 21, 22, 23, and 25-28 are rejected under 35 U.S.C. § 



103 (a) as allegedly 



unpatentable over Tadl et al.j in view of Kleber-Janke et al. See Office Action, page 6. The 
claims are rejected on the grounds that the combination of references allegedly renders the 
present invention obvious. The Of5Sce takes the position that since Tada et al allegedly ■ 
teaches anti sense supp^ression of a 1 6 KDa rice allergen, one of skill in the art would have 



been motivated to identify a homologoiis region from more than one Ata h allergen gene and 

then clone the identified Ara h homologous region in the antisense orientation for peanut 

transformation using the combined teachings of Kleber-Janke et al, and Tada et al. See 

I I 
Office Action, pages 7^10. Applicants respectfully traverse this rejection on the grounds that 

the reasons made of record fail to establish a reason fox combining the cited art and the 

combination of references do not render the present invention obvious. 

! I 
There is no motivatio|n to combine references j 



hi order to establish a prima facie case of obviousness, thei;e must be some suggestion 

I 

or motivation to combine reference teachings. "The mere fact that references can be 

I 

combined or modified Idoes not render the resultant combination obvious unless the prior art 

I 

also suggests the desirability of the combination." MPEP § 2143.01 (emphasis in original). 
When patentability turis on the question of obviousness, the search for and analysis of tlie 
prior art includes evidence relevant to the finding of whether there \s a teaching, motivation^ 
or suggestion to select and combine the references relied on as evic ence of obviousness. See, 
e.g., McGinley v. Franklin Sports, Inc., 262 F.3d 1339, 1351-52, 60 USPQ2d 1001, 1008 
(Fed. Cir. 2001). ' \ 



In other words^ 



an obviousness holding must present "a shoiwing of a suggestion. 



teaching, or motivation to combine the prior art references." See, e[g., BroMfn & WiUiamsort 



.,.1 



TobaccoCorp. v. Philip Morris Inc., 229 V 3d \\20, 1124-25, 56USPQ 2d 1456, 1459 (Fed. 
Cir. 2000). This precedent has been reinforced in numerous decisions, and cannot be 
dispensed with. "Our iase law makes clear that the best defense against the subtle but 
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poAverful attraction of an obviousness analysis is rigorous application of the requirement for a 
showing of the teaching or motivation to combine prior art references."; In re Danc^e, 160 
F,3d 1339> 1343, 48 USPQ 2d 1635, 1637 (Fed. Cir. 1998). 

In /« re Fine, the claims were directed to a system for detecting and measuring minute 
quantities on nitrogen compounds comprising a gas chromatograph, a converter which 
converts nitrogen compounds into nitric oxide by combustion, and a nitric oxide detector. 
The primary reference disclosed a system for monitoring suljur compounds comprising a 
chromatograph, combustion means, and a detector, and the seconcary reference tauglrt nitric 
oxide detectors. The examiner and the Board asserted that it would have been witlun the skill 
of the art to substitute one type of detector for another in the system of the primary reference, 
however, the court found that there was no support or explanation 
reversed. In re Fine 837 F.2d 1071, 1075, 5 USPQ2d 1596, 1600 
('"teachings of references can be combined only if there is some suggestion or incentive to do 

so,'"). 

Applying these standards to the present rejection, the Office has failed to pi ovide a 

reason why one skille d in the art, absent knowledge of the present invention, would be 

motivated to identify a homologous region from more than one Ara h allergen gene and then 

I 

clone an identified Ai^a h homologous region in the antisense orientation into a vector for 



of this conclusion and 
(Fed. Cir. 1988) 



peanut transformation. As neither Tada et al, nor Kleber-Janke et 
disclose a method for 



al-, alone or together. 



producing a transgenic peanut plant with reduced or undetectable 
allergen protein content in the seed, the cited art could not render the present invention 
unpatentable. 

Specifically, neither Tada et al. nor Kleber-Janke et aL, alone or together, teach or 
even suggest identifying a region homologous to more than one Ara h gene and then cloning 
the homologous Ara h region in the antisense orientation for peanut transformation. In 
contrast, Tada et al- discloses "14-16 kDa allergens are multigene 



10 homologous cDN 
Tada et a)-, page 341, 



products'' and "[mjore than 
clones encoding the 14-16 kDa allergens have been identified" {See 
first colvmin). Yet, despite this explicit disclosure, Tada et al, neither 



teaches nor suggests ijdentifying a region homologous to more thali one allergen for cloning in 
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the antisense orientatiou. In fact, Tada et al. teaches a single clone denoted as RA17( See 



second column) for cloning in the antisense 



Kleber-Janke et al. neither teaches nor suggests identifying a region homologous to more than 



orientation. Furthermore. 



one Arah gene and tr^isforming a peanut with an antisense Ara h 
motivation for combining the references had been established, the 
would not render the present invention obvious. Accordingly, the 
should be withdrawn 

Kleber-Janke et aL teaches away from the pre$cnt invention 



construct. Even if a 
combination of references 
rejection is improper and 



As discussed during the Examiner interview, nowhere does Kleber-Janke et al. discuss 
transforming a peanut plant with an antisense Ara h gene, let alone a region homologous to 
more than one ^ra h gene. As one would expect from an article published in International 
Archives of Allergy and Immunology, Kleber-Janke et al. only discloses the sequence of Ara h 

genes in the context olf IgE-binding properties and patient reactivily profiles, not in the 

I 

cotitext of transgenic plants having reduced allergen content. 

In factj Kleber-Janke et al. teaches away from the methods of the present invention. 
In contrast with the pijesent invention, Kleber-Janke et al. teaches developing 
"immunotherapeutic rjeagents" and "sensitive test systems for detecting allergens in industrial 
food products". See Kleber-Janke et al., page 272, second colmnn, final paragraph. Clearly, 
immunotherapeutic reagents and sensitive test systems would not render a metliod for 
producing a transgenic peanut plant obvious. Tlierefore, even if a motivation to combine 
references had been established, the combination of references would not render the instant 
invention obvious. Again, for this reason alone, the rejection should be withdrawn. 

An obviousnejss rejection can not be based upon unqualified hindsight reasoning. 



To prevent the 
invention, the Federal 



use of hindsight based on the invention to defeat patentability of an 
Circuit requires the PTO to show a motivation to combine the 
references tliat create he case of obviousness, In other words, the PTO must show reasons 
tliat the skilled artisan^ confronted with the same problems as the inventor and lacking 
knowledge of the claiiped invention, would choose the elements from the cited references for 
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combination in the manner claimed. Irt re Rouffet, 47 USPQ2d 1453, 1457-8 (Fed. Cir. 
1998). Importantly, viith respect to this motivation, the Federal Circuit placed the burden on 



the PTO to present "c 



ear and particular" evidence showing motivation to combine. In re 



Dembiczak, 50 USPQ.2d 1614 (Fed. Cir. 1999). 

Since no motivation has been established for combining the teachings of the 
references. Applicants' specification has been used as a hindsight road map to recreate the 
claimed invention. To prevent the use of hindsight, "[t]hc initial burden is on the examiner to 
provide some suggestion of the desirability of doing what the invdntor has done/V See MPEP 
§ 2142. Tliat has not been done in this case. 



In summary, none of the cited references, alone or togethei , disclose a method for 

^ ^ transforming a peanut plant 

h homologous region. As a result, there is no prima facie case of 



identifying a region homologous to more than one Ara h gene and 



with an antisense Ara 
obviousness established with respect to claims 21-28. 



Klein et aL does not remedy the deficiencies of Tada et al. and 



Kleber-Janke ct aL 



Claims 21-22 and 24-26 are rejected under 35 U.S,C. 103(a) as allegedly unpatentable 

! I 

over Tada et al. and Kleber-Janke et al., in further view of Klein et al. See Office Action, 
page 10, Applicants respectfully traverse this rejection. 

For reasons already advanced, neither Tada et al. nor Kleber-Janke et aU alone or 
together, disclose a method for identifying a region homologous to more than one Ara h gene 
and transforming a peanut plant with an antisense Ara h honiologcj>us region. Since Klein et 

aL does not remedy tfcle deficiencies of Tada et al. and Kleber-Janke et al., the combination of 

I 1. . . 

references does not render the present invention obvious. As then: is no prima facie 

obviousness with resp'ect to claims 21-22 and 24-26, the rejection is improper and should be 

withdrawn. 
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CONCLUSION 



As the above-presented amendment and remarks address and avoid each rejection 

I 

presented by the Examiner, withdrawal of the rejections and allov^ance of each claim is 
respectfully requested. No new matter has been added, 



If there are any 
invited to contact the 



Date March 17. 2004 



questions concerning this application, the Examiner is courteously 
mdersigned coimsel. 



Respectfully submitted. 



By 




FOLEY & LARDNER LLP 
Washington Harbour | 
3000 K Street, N.W., Suite 500 
Washington, D.C. 20b07-5l09 
CUSTOMER NUMBER 

22428 I 



Richard Pieet 
Attorney 
Registration 



PATENT TRAniiMARK OFnCK 



Telephone: (202) 6172-5300 
Facsimile: (202) 6*72-5399 



or Applicant 
No. 35, 792 
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